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Ethical criteria for medicinal drug promotion 


WHA41.17 


13 May 1988 

The Forty-first World Health Assembly, 

Recalling resolutions WHA21.41 and WHA39.27; 

Having considered the report of the Executive Board 
concerning the ethical criteria for medicinal drug promotion based 
on a draft prepared by an international group of experts; 

Convinced that observance of ethical criteria for 
medicinal drug promotion by all parties concerned will contribute 


to a more rational use of drugs; 


1. THANKS the international group of experts for its work; 


ENDORSES the ethical criteria for medicinal drug promotion 
that are annexed to this resolution, on the understanding that 
they constitute general principles that could be adapted by 
governments to countries’ circumstances as appropriate to 
their political, economic, cultural, social, educational, 
scientific and technical situation, their national laws and 
regulations, disease profile, therapeutic traditions, and the 
level of development of their health system, and that they do 


not constitute legal obligations; 


URGES Member States: 

(1) to take account of these ethical criteria in 
developing their own appropriate measures to 
ensure that medicinal drug promotion supports the 
aim of improving health care through the rational 
use of drugs; 

(2) to monitor and enforce, where appropriate, the 
implementation of the measures they have 


developed; 


3 


4. APPEALS to pharmaceutical manufacturers and distributors, 


the promotion industry, health personnel involved in the 


prescription, dispensing, supply and distribution of drugs, 


universities and other teaching institutions, professional 


associations, patient and consumer groups, the professional 


and general media (including publishers and editors of 


medical journals and related publications), and the public: 


(1) 


(2) 


to use these criteria as appropriate to their spheres 
of competence, activity and responsibility; 

to adopt measures based on these criteria as 
appropriate, and monitor and enforce their 


standards; 


5. REQUESTS the Director-General: 


(1) 


(2) 


to ensure the wide dissemination of these criteria in 
all official languages; 

to follow the practice of these criteria and to report 
to the Executive Board from time to time as 


appropriate. 


Introduction 


1. Following the WHO Conference of Experts on the 
Rational Use of Drugs held in Nairobi in November 1985, WHO 
prepared a revised drug strategy which was endorsed by the 
Thirty-ninth World Health Assembly in May 1986 in resolution 
WHA 39.27. This strategy includes, among other components, the 
establishment of ethical criteria for drug promotion based on the 
updating and extension of the ethical and scientific criteria 
established in 1968 by the Twenty-first World Health Assembly in 
resolution WHA 21.41. The criteria that follow have been 
prepared in compliance with the above on the basis of a draft 


elaborated by an international group of experts. 
Objective 
2. The main objective of ethical criteria for medicinal 


drug promotion is to support and encourage the improvement of 


health care through the rational use of medicinal drugs. 


Ethical criteria 


3. The interpretation of what is ethical varies in different 
parts of the world and in different societies. The issue in all 
societies is what proper behaviour is. Ethical criteria for drug 
promotion should lay the foundation for proper behaviour 
concerning the promotion of medicinal drugs, consistent with the 
search for truthfulness and righteousness. The criteria should thus 
assist in judging if promotional practices related to medicinal 


drugs are in keeping with acceptable ethical standards. 


Applicability and implementation of criteria 


4. These criteria constitute general principles for ethical 
standards which could be adapted by governments to national 
circumstances as appropriate to their political, economic, cultural, 
social, educational, scientific and technical situation, laws and 
regulations, disease profile, therapeutic traditions and the level of 
development of their health system. They apply to prescription and 


nonprescription medicinal drugs ("over-the-counter drugs"). They 
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also apply generally to traditional medicines as appropriate, and to 
any other product promoted as a medicine. The criteria could be 
used by people in all walks of life; by governments; the 
pharmaceutical industry (manufacturers and distributors); the 
promotion industry (advertising agencies, market research 
organizations and the like); health personnel involved in the 
prescription, dispensing, supply and distribution of drugs; 
universities and other teaching institutions; professional 
associations; patients’ and consumer groups; and the professional 
and general media (including publishers and editors of medical 
journals and related publications). All these are encouraged to use 
the criteria as appropriate to their spheres of competence, activity 
and responsibility. They are also encouraged to take the criteria 
into account in developing their own sets of ethical standards in 


their own field relating to medicinal drug promotion. 


5. The criteria do not constitute legal obligations; 
governments may adopt legislation or other measures based on 


them as they deem fit. Similarly, other groups may adopt self- 
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regulatory measures based on them. All these bodies should 


monitor and enforce their standards. 


Promotion 


6. In this context, "promotion" refers to all informational 
and persuasive activities by manufacturers and distributors, the 
effect of which is to induce the prescription, supply, purchase 


and/or use of medicinal drugs. 


7. Active promotion within a country should take place 
only with respect to drugs legally available in the country. 
Promotion should be in keeping with national health policies and 
in compliance with national regulations, as well as with voluntary 
standards where they exist. All promotion-making claims 
concerning medicinal drugs should be reliable, accurate, truthful, . 
informative, balanced, up-to-date, capable of substantiation and in 
good taste. They should not contain misleading or unverifiable 
statements or omissions likely to induce medically unjustifiable 


drug use or to give rise to undue risks. The word "safe" should 
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only be used if properly qualified. Comparison of products should 
be factual, fair and capable of substantiation. Promotional material 


should not be designed so as to disguise its real nature. 


8. Scientific data in the public domain should be made 
available to prescribers and any other person entitled to receive it, 
on request, as appropriate to their requirements. Promotion in the 
form of financial or material benefits should not be offered to or 
sought by health care practitioners to influence them in the 


prescription of drugs. 


9. Scientific and educational activities should not be 


deliberately used for promotional purposes. 


Advertising 


(a) Advertisements in all forms to physicians and _ health- 
related professionals 
10. The wording and illustrations in advertisements to 


physicians and related health professionals should be fully 
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consistent with the approved scientific data sheet for the drug 
concerned or other source of information with similar content. The 


text should be fully legible. 


11. Some countries require that advertisements should 
contain full product information, as defined by the approved 
scientific data sheet or similar document, for a given period from 
the date of first promotion or for the full product life. 
Advertisements that make a promotional claim should at least 


contain summary scientific information. 


12. The following list, based on the sample drug 
information sheet contained in the second report of the WHO 
Expert Committee on the Use of Essential Drugs: and appended 
for ease of reference, can serve as an illustration of the type of 
information that such advertisements should usually contain, 


among others: 


' WHO Technical Report Series, No.722, 1985, p.43. 


the name (s) of the active ingredient(s) using either 


international nonproprietary names (INN) or the 
approved generic name of the drug; 


the brand name; 
content of active ingredient(s) per dosage form or 
regimen; 
name of other ingredients known to cause problems; 
approved therapeutic uses; 
dosage form or regimen; 
side-effects and major adverse drug reactions; 
precautions, contra-indications and warnings; 
major interactions; 
’ name and address of manufacturer or distributor; 


reference to scientific literature as appropriate. 


13. Where advertisements are permitted without claims 
(reminder advertisements), they ought to include at least the brand 
name, the international nonproprietary name or approved generic 


name, the name of each active ingredient, and the name and 
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address of the manufacturer or distributor for the purpose of 


receiving further information. 


(b) Advertisements in all forms to the general public 


14. Advertisements to the general public should help 
people to make rational decisions on the use of drugs determined 
to be legally available without a prescription. While they should 
take account of people's legitimate desire for information 
regarding their health, they should not take undue advantage of 
people's concern for their health. They should not generally be 
permitted for prescription drugs or to promote drugs for certain 
serious conditions that can be treated only by qualified health 
practitioners, for which certain countries have established lists. To 
fight drug addiction and dependency, scheduled narcotic and 
psychotropic drugs should not be advertised to the general public. 
While health education aimed at children is highly desirable, drug 
advertisements should not be directed at children. Advertisements 


may claim that a drug can cure, prevent, or relieve an ailment only 
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if this can be substantiated. They should also indicate, where 


applicable, appropriate limitations to the use of the drug. 


15. When lay language is used, the information should be 
consistent with the approved scientific data sheet or other legally 
determined scientific basis for approval. Language which brings 


about fear or distress should not be used. 


16. The following list serves as an illustration of the type 
of information advertisements to the general public should 


contain, taking into account the media employed: 


the name(s) of the active ingredients(s) using either 
international nonproprietary names (INN) or the 
approved generic name of the drug; 

the brand name; 

major indication(s) for use; 

major precautions, contra-indications and warnings; 


name and address of manufacturer or distributor. 
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Information on price to the consumer should be accurately 


and honestly portrayed. 


Medical representatives 


17. Medical representatives should have an appropriate 
educational background. They should be adequately trained. They 
should possess sufficient medical and technical knowledge and 
integrity to present information on products and carry out other 
promotional activities in an accurate and responsible manner. 
Employers are responsible for the basic and continuing training of 
their representatives. Such training should include instruction 
regarding appropriate ethical conduct taking into consideration the 
WHO criteria. In this context, exposure of medical representatives 
and trainees to feed back from the medical and allied professions 
and from independent members of the public, particularly 


regarding risks, can be salutary. 


18. Medical representatives should make available to 


prescribers and dispensers complete and unbiased information for 
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each product discussed, such as an approved scientific data sheet 


or other source of information with similar content. 


19. Employers should be responsible for the statements 
and activities of their medical representatives. Medical 
representatives should not offer inducements to prescribers and 
dispensers. Prescribers and dispensers should not solicit such 
inducements. In order to avoid over-promotion, the main part of 
the remuneration of othe representatives should not be directly 


related to the volume of sales they generate. 
Free samples of prescription drugs for promotional purposes 
20. Free samples of legally available prescription drugs 


may be provided in modest quantities to prescribers, generally on 


request. 
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Free samples of non-prescription drugs to the general public 


for promotional purposes 


21. Countries vary in their practices regarding the 
provision of free samples of nonprescription drugs to the general 
public, some countries permitting it, some not. Also, a distinction 
has to be made between provision of free drugs by health agencies 
for the care of certain groups and the provision of free samples to 
the general public for promotional purposes. The provision of free 
samples of nonprescription drugs to the general public for 
promotional purposes is difficult to justify from a _ health 
perspective. If this practice is legally permitted in any country, it 


should be handled with great restraint. 
Symposia and other scientific meetings 


22. Symposia are useful for disseminating information. 
The objective scientific content of such meetings should be 
paramount, and presentations by independent scientists and health 


professionals are helpful to this end. Their educational value may 
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be enhanced if they are organized by scientific or professional 


bodies. 


23. The fact of sponsorship by a_ pharmaceutical 
manufacturer or distributor should be clearly stated in advance, at 
the meeting and in any proceedings. The latter should accurately 
reflect the presentations and discussions. Entertainment or other 
hospitality, and any gifts offered to members of the medical and 
allied professions, should be secondary to the main purpose of the 


meeting and should be kept to a modest level. 


24. Any support to individual health practitioners to 
participate in any domestic or international symposia should not 
be conditional upon any obligation to promote any medicinal 


product. 


Post-marketing scientific studies, surveillance and 


dissemination of information 


25. Post-marketing clinical trials for approved medicinal 
drugs are important to ensure their rational use. It is recommended 
that appropriate national health authorities be made aware of any 
such studies and that relevant scientific and ethical committees 
confirm the validity of the research. Intercountry and regional 
cooperation in such studies may be useful. Substantiated 
information on such studies should be reported to the appropriate 


national health authorities and disseminated as soon as possible. 


26. Post-marketing scientific studies and surveillance 


should not be misused as a disguised form of promotion. 


27. Substantiated information on hazards associated with 


medicinal drugs should be reported to the appropriate national 
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health authority as a priority, and should be disseminated 


internationally as soon as possible. 


Packaging and labeling 


28. Appropriate information being important to ensure the 
rational use of drugs, all packaging and labeling material should 
provide information consistent with that approved by the country's 
drug regulatory authority. Where one does not exist or is 
rudimentary, such material should provide information consistent 
with that approved by the drug regulatory authority of the country 
from which the drug is imported or other reliable sources of 
information with similar content. Any wording and illustration on 
the package and label should conform to the principles of ethical 


criteria enunciated in this document. 
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Information for patients: package inserts, leaflets and booklets 


29. Adequate information on the use of medicinal drugs 
should be made available to patients. Such information should be 
provided by physicians or pharmacists whenever possible. When 
package inserts or leaflets are required by governments, 
manufacturers or distributors should ensure that they reflect only 
the information that has been approved by the country's drug 
regulatory authority. If package inserts or leaflets are used for 
promotional purposes, they should comply with the ethical criteria 
enunciated in this document. The wording of the package inserts 
or leaflets, if prepared specifically for patients, should be in lay 
language on condition that the medical and scientific content is 


properly reflected. 


30. In addition to approved package inserts and leaflets 
wherever available, the preparation and distribution of booklets 


and other informational material for patients and consumers 
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should be encouraged as appropriate. Such material should also 


comply with the ethical criteria enunciated in this document. 


Promotion of exported drugs 


31. Ethical criteria for the promotion of exported drugs 
should be identical with those relating to drugs for domestic use. It 
is desirable that exporting and importing countries that have not 
already done so should use the WHO Certification Scheme on the 
Quality of Pharmaceutical Products Moving in International 


Commerce. 


t 
Appendix 
Sample Drug Information Sheet” 


Drug information sheets 


Various types of information are needed by prescribers 
and consumers to ensure the safe effective use of drugs. The 
following list is a sample that should be adjusted to meet the needs 


and abilities of the prescriber. 


(1) International Nonproprietary Name (INN) of each 
active substance. 

(2) Pharmacological data: a brief description of pharmacological 
effects and mechanism of action. 

(3) Clinical information: 
(a) Indications: whenever appropriate, simple 


diagnostic criteria should be provided. 


: Reproduced from the use essential drugs :second report of the WHO Expert Committee on the use of 


Essential Drugs (WHO Technical Report Series, No.722,1895, p.43.) 


22 
(b) 


(c) 
(d) 


(e) 
(f) 


(g) 


Dosage regimen and relevant pharmacokinetic 
data: 
average and range for adults and children; 
dosing interval; 
average duration of treatment; 
special situations, e.g., renal, hepatic, 
cardiac, or nutritional insufficiencies that 
require either increased or reduced dosage. 
Contra - indications. 
Precautions and warnings (reference to pregnancy, 
lactation. etc.) 
Adverse effects (quantify by category, if possible). 
Drug interactions (include only if clinically 
relevant; drugs used for self-medication should 
be included). 
Over dosage: 
1. brief clinical description of symptoms; 
2. non - drug treatment and supportive therapy; 


3. specific antidotes 
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(4) Pharmaceutical information: 

(a) Dosage forms. 

(b) Strength of dosage form. 

(c) Excipients. 

(d) Storage conditions and shelf - life (expiry date). 

(e) Pack sizes. 

(f) Description of the product and package. 

(g) Legal category (narcotic or other controlled drug, 

prescription or nonprescription). 
(h) Name and address of manufacturer(s) and 


importer(s). 
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Ethical criteria for medicinal drug promotion 


WHA45.30 


14 May 1992 


The Forty-fifth World Health Assembly, 


Recalling resolutions WHA41.17 and WHA43.20; 


Having considered the report on the use of the WHO 


ethical criteria for medicinal drug promotion; 


Noting with concern that little information is available 
on any progress in controlling medicinal drug promotion 
through the use of the concepts embodied in the WHO ethical 


criteria; 
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Noting that many drug regulatory authorities do not 
yet have the administrative resources to regulate drug 


promotion; 


Mindful that a high level of compliance and _ self- 


regulation by the pharmaceutical industry is necessary, 


1. URGES Member States to intensify efforts to involve 
government agencies including drug regulatory authorities, 
as well as pharmaceutical manufacturers, distributors and 
the promotion industry, health personnel involved in the 
prescription, dispensing, supply and distribution of drugs, 
universities and other teaching institutions, professional 
associations, patient and consumer groups, and_ the 
professional and general media (including publishers and 
editors of medical journals and related publications), in 
the implementation of the principles embodied in the 


WHO ethical criteria on medicinal drug promotion; 
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2. REQUESTS the Director-General: 


(1) 


(2) 


(3) 


to request the Council for International 
Organizations of Medicinal Sciences (CIOMS) to 
convene a meeting of interested parties in 
collaboration with WHO to discuss _ possible 
approaches to Sethe advancing the principles 
embodied in WHO’s ethical criteria for medicinal 
drug promotion; 

to consider other approaches and mechanisms in 
the Member States to improve the implementation of 
WHO’s ethical criteria for medicinal drug 
promotion; 

to report the outcome of the meeting of 
interested parties and other actions of the 
Organization relevant to this issue to the Forty- 
seventh World Health Assembly though _ the 


Executive Board. 


By 
Fifty-Second World Healthy Assembly WHAS2.19 


Agenda item 13 24 May 1999 


Revised drug strategy 


The Fifty-second World Health Assembly, 


Recalling resolutions WHA39.27, WHA41.16, WHA43.20, 
WHA45.27, WHA47.12, WHA47.13, WHA47.16, WHA47.17, and 


WHA49.14; 


Having considered the report of the Director-General on 


3 
the revised drug strategy , 


Noting the activities of WHO to further the 
implementation of the revised drug strategy, in particular through 
support to the development and implementation of national 


drug policies; the strategy to review and assess the effectiveness 


* Document EB101/10,section VII and Corr.1. 
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of the WHO Ethical Criteria for Medicinal Drug Promotion; 
the flow of market information; guidelines for drug donations; 


and model drug information; 


Recognizing with satisfaction the progress made, and 
approving WHO’s comprehensive response to current and new 


challenges in the pharmaceutical sectors; 


Commending ie strong leadership shown by WHO 
in promoting the essential drugs concept and national drug 
policies, which are contributing to the rational use of 
resources in the pharmaceutical sector and to improved health 


care; 


Noting with satisfaction that a number of Member States 
have adopted guidelines for drugs donations that are based on the 
interagency guidelines issued by WHO, but concerned that 
inappropriate drug donations, such as donations of expired, 


mislabeled, inessential products, continue to be common, and 
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further concerned that evaluation of the impact of the guidelines 


has not yet been completed; 


Concerned about the situation in which (a) one-third of 
world’s population has no guaranteed access to essential drugs, 
and (b) poor quality pharmaceutical raw materials and finished 


products continue to move in international trade; 


Noting that there are trade issues which require a 


public health perspective; 


Recognizing that the Agreement on Trade Related 
Aspects of Intellectual Property Rights (TRIPS) provides scope for 


the protection of public health; 


Taking note of concerns of many Member States about 
the impact of relevant international agreements, including trade 
agreements, on local manufacturing capacity and on access to 
and prices of pharmaceuticals in developing and _ least 


developed countries; 
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Concerned also that drugs continue to be irrationally used 


by prescribers, dispensers and the general public, and that 


unethical promotion in developed and developing countries and a 


lack of access to independent, scientifically validated drug 


information contribute to such abuse, 


1. URGES Member States: 


(1) 


(2) 


(3) 


(4) 


to reaffirm their commitment to developing, 
fakabetetdntirig and monitoring national drug policies 
and to taking all necessary concrete measures in 
order to ensure equitable access to essential drugs; 
to ensure that public health interests are paramount 
in pharmaceutical and health policies; 

to explore and review their options under relevant 
international agreements, including trade agreements, 
to safeguard access to essential drugs; 

to establish and enforce regulations that ensure good 
uniform standards of quality assurance for all 


pharmaceutical materials and products manufactured 


(5) 


(6) 


(7) 


34 


in, imported to, exported from, or in transit through 
their countries; 

to enact and enforce legislation or regulations in 
accordance with the principles of the WHO 
Ethical Criteria for Medicinal Drug Promotion, to 
encourage the pharmaceutical industry and the 
health community to establish an ethical code, 
and to monitor drug promotion in collaboration 
with interested parties; 

to develop or maintain national guidelines 
governing drug donations that are compatible 
with the interagency guidelines issued by WHO 
and to work with all interested parties to promote 
adherence to such guidelines; 

to promote the rational use of drugs through the 
provision of independent, up-to-date and 
comparative drug information, and to integrate 
the rational use of drugs and information about 
commercial marketing strategies into training for 


health practitioners at all levels; 
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(8) 


(9) 


(10) 


to promote and support education of consumers 
in the rational use of drugs and its inclusion into 
school curricula; 

to evaluate progress regularly, making use of 
indicators developed by WHO or of © other 
suitable mechanisms; 

to continue their funding and material support for 
the revised drug strategy, especially through the 


provision of extra budgetary resources to WHO; 


2. REQUESTS the Director — General: 


(1) 


(2) 


to support Member States in their efforts to 
develop and implement policies and programme 
that achieve the objectives of the revised drug 
strategy, including the development of tools, 
guidelines and methodology for evaluation and 
monitoring; 

to adopt a comprehensive strategy to implement 


the WHO Ethical Criteria for Medicinal Drug 


(3) 


(4) 
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Promotion and to continue’ to review its 
effectiveness with all interested parties; 
to extend the guidelines incorporated in the 
WHO Certification Scheme on the Quality of 
Pharmaceutical Products Moving in International 
Commerce to cover pharmaceutical _ starting 
materials; to develop and disseminate uniform 
guidelines on the regulatory control, export, 
import and transit conditions of pharmaceutical 
products; and to develop standards of practice 
for entities involved in international trade in 
pharmaceutical and pharmaceutical _ starting 
materials; 
to establish and develop a model inspection 
certificate for the national inspection of 
pharmaceutical manufacturing sites of starting 
materials and finished pharmaceutical products in 
order to ensure compliance with WHO Good 
Manufacturing Practices, and to collaborate with 


Member States, at their request, in implementation; 
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(5) 


(6) 


(7) 


to strengthen and expend the provision of 
independent information on market prices of 
starting materials of assured quality for 
production of essential drugs; 

to continue the development and dissemination, 
also using electronic media such as the Internet, 
of independent information on_ safety of 
pharmaceutical products and instances of 
counterfeit drugs or medicines, on drug selection 
and on rational prescribing ; 

to cooperate with Member States, at their request, 
and with international organizations in 
monitoring and analyzing the pharmaceutical 
and public health implications of relevant 
international agreements including trade 
agreements, so that Member States can 
effectively assess and subsequently develop 
pharmaceutical and health policies and regulatory 
measures that address their concerns and 


priorities, and are able to maximize the positive 


(8) 


(9) 
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and mitigate the negative impact of those 
agreements; 
to review and update the revised drug strategy to reflect 
current and continued challenges in the pharmaceutical 
sector and the principles articulated in the renewed 
health — for — all policy; 
to report to the Fifty-third World Health Assembly on 
progress achieved and problems encountered in the 
implementation and renewal of WHO’s revised drug 


strategy, with recommendations for action. 
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Sixtieth World Health Assembly WHA6O0.16 


Agenda item 12.17 23 May 2007 


Progress in the rational use of medicines 


The Sixtieth World Health Assembly, 


Having considered the report on rational use of medicines: 


progress in implementing the WHO medicines strategy; 


Recalling the report on rational use of medicines by 
prescribers and patients, discussed at the Fifty-eighth World 
Health Assembly, and followed by adoption of resolution 


WHAS8.27 on antimicrobial resistance; 


Recalling resolutions WHA39.27, WHA41.16 and 
WHA47.13 on the rational use of drugs, WHA41.17, WHA45.30 
and WHA47.16 on ethical criteria for medicinal drug promotion, 
WHA43.20 and WHA45.27 on the WHO Action Programme on 


Essential Drugs, WHA47.12 on the role of the pharmacist, 
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WHA49.14 and WHAS2.19 on the revised drug strategy, 


WHAS1.9 on cross-border advertising, promotion and sale of 
medical products using the Internet, and WHAS54.11 on the WHO 


medicines strategy; 


Recognizing the efforts of WHO in collaboration with 
governments, universities, the private sector, and nongovernmental 
organizations, in areas related to health-care delivery systems and 
health - insurance programme in order to improve the use of 


medicines by prescribers, dispensers and patients; 


Aware of the core components of WHO’s strategy for 


2 - Sore 4 
promoting the rational use of medicines; 
Wishing to promote evidence-based rational use of 


medicines by providers and consumers and better access to 


essential medicines; 


* Document WHO/EDM/2004.5 
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Aware that irrational use of medicines continues to be an 
urgent and widespread problem in the public and private health 
sector in developed and developing countries with serious 
consequences in terms of poor patient outcome, adverse drug 
reactions, increasing antimicrobial resistance and wasted 


resources, 


Acknowledging that successful implementation of 
previous resolutions on antimicrobial resistance cannot be 
achieved without addressing the global problem of irrational use 


of medicines; 


Recognizing that many countries do not have a stringent 
drug-regulatory authority nor a full national programme or body to 


promote rational use of medicines; 


Emphasizing that global initiative to increase access to 
essential medicines should adhere to the principle of rational use 


of medicines, and include adherence by patients; 
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Concerned that insufficient attention and resources are 
being directed towards tackling the problem of irrational use of 


medicines by prescribers, dispensers and consumers; 


Emphasizing the need for a comprehensive, sustainable, 
national and sector-wide approach to promote the rational use of 


medicines; 


Recognizing that financing of medicines and methods of 
arrangements for provider payments can have a major impact on 
rational use, and that appropriate policies on financing health care 


are required; 


Recognizing that there may be incentives for the irrational 
use of medicines throughout the health system, for example in 


some circumstances which give rise to conflict of interest; 


Concerned that direct - to - consumer or Internet sales 


may give rise to irrational use of medicines; 
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Convinced that it is time for governments, the health 


professions, civil society, the private sector and the international 


community to pledge their commitment, including adequate 


resources, to promoting the rational use of medicines, 


1. URGES Member States:” 


(1) 


(2) 


(3) 


to invest sufficiently in human resources and 
provide adequate financing in order to strengthen 
institutional capacity in order to ensure more 
appropriate use of medicines in both the public and 
private sectors; 

to consider establishing and/or strengthening, as 
appropriate, a national drug regulatory authority 
and a full national programme and/or 
multidisciplinary body, involving civil society and 
professional bodies, to monitor and promote the 
rational use of medicine; 

to consider developing, strengthening and 


implementing, where appropriate, the application of an 


And regional economic integration organizations, where appropriate. 


(4) 


(5) 


(6) 


4] 


essential medicines list into the benefit package of the 
existing or new insurance funds; 

to develop and_ strengthen’ existing — training 
programme on rational use of medicines and ensure 
that they are taken into account in the curricula for all 
health professionals and medical students, including 
their continuing education, where appropriate, and to 
promote programme of public education in rational 
use of medicines; 

to enact new, or enforce existing, legislation to ban 
inaccurate, misleading or unethical promotion of 
medicines, to monitor promotion of medicines, and 
to develop and implement programme that will 
provide independent, nonpromotional information 
about medicines; 

to develop and implement national policies and 
programme for improving medicine use, including 
clinical guidelines and essential medicines lists, as 
appropriate, with an emphasis on multifaceted 


interventions targeting both the public and private 
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(7) 


(8) 


health sectors, and involving providers and 


consumers; 
to consider developing, and strengthening where 
appropriate, the capacity of hospital drug and 
therapeutic committees to promote the rational use 
of medicines; 

to expand to national level sustainable interventions 


successfully implemented at local level; 


2. REQUESTS the Director-General: 


(1) 


(2) 


to strengthen the leadership and evidence-based 
advocacy role of WHO in promoting rational use of 
medicines; 

in collaboration with governments and civil society, 
to strengthen WHO’s technical support to Member 
States in their efforts to establish or strengthen, 
where appropriate, multidisciplinary national 
bodies for monitoring medicine use, and 
implementing national programmes for the rational 


use of medicines; 


(3) 


(4) 


(5) 


(6) 
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to strengthen the coordination of international 
financial and technical support for rational use of 
medicines; 

to promote research, particularly on development of 
sustainable interventions for rational medicine use 
at all levels of the health sector, both public and 
private; 

to promote discussion among health authorities, 
professionals and patients on the rational use of 
medicines; 

to report to the Sixty-second World Health 
Assembly, and subsequently biennially, on progress 
achieved, problems encountered and further actions 
proposed in the implementation of WHO’s 


programmes to promote rational use of medicines. 


44 


A Chronological Annotated Listing of 


Reports/Resolutions/Studies/Meetings/Publications 


1. Reports to WHO Governing Bodies 


1968: Pharmaceutical Advertising, report by the Director-General 
to the 21° WHA (contains Ethical and Scientific Criteria for 


Pharmaceutical Advertising ). 


1988: Ethical criteria for medicinal drug promotion: Report of the 
81° Executive Board submitted to WHA4I (text of the 


subsequently published WHO Ethical Criteria). 


1992: Implementation of WHO’s Revised Drug strategy, safety 
and efficacy of pharmaceutical products, progress report by the 
Director-General, section I], WHO ethical criteria for medicinal 


drug promotion. 


1994: WHO Ethical Criteria for Medicinal Drug Promotion, 


report by the Director-General to the 47" WHA (contains report of 
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the 1993 CIOMS/WHO consultation on the WHO. Ethical 


Criteria). 


1996: Implementation of resolution, report by the Director- 
General to the 49° WHA (A49/4), section III Revised drug 


strategy, para 5 states: 


“there continues to be an imbalance between commercially 
produced drug information and independent, comparative, 
scientifically validated and up-to-date information on 
drugs for prescribes, dispensers and consumers. Systems 
for monitoring of EC for drug promotion have to be 
introduced in most countries; WHO is supporting a large 
study on such systems and works with Member States 
and nongovernmental organizations to disseminate 
information and to promote the adoption of WHO’s Ethical 


Criteria for Medicinal Drug Promotion at national levels.” 
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2. Resolutions of the World Health Assembly 


1952: WHAS5S.76 Pharmaceutical advertising — calls on member 
states to adopt “appropriate measures” to ensure that publicity 


dose not jeopardize health. 


1967: WHA20.35 Pharmaceutical advertising — states desirability 
of “internationally acceptable criteria” to govern drug advertising 


and requests WHO to study and report. 


1968: WHA 21.41 Pharmaceutical advertising — urges member 
states to enforce annexed ethical and scientific criteria presented 


in director-General’s report. 


1984: WHA37.33 Rational use of drugs, operative para 2.3 
requests Director-General to organize a meeting of all concerned 
parties to discuss means and methods to ensure rational use 
of drugs and.... to discuss the role of marketing practices in 


this respect, especially in developing countries. 


47 
1986: WHA39.27 The rational use of drugs—adopts the WHO revised 


drug strategy (based on the Director-General’ s summing up of the 
1985 Nairobi Conference on Rational Use of Drugs), which 
includes the establishment of ethical criteria for drug promotion, 
updating and extending the 1968 WHO ethical and _ scientific 


criteria. 


1988: WHA41.17 Ethical criteria for medicinal drug promotion— 
endorses annexed full text of Ethical Criteria and, inter alia, 
requests Director-General to ensure their wide dissemination and 


to follow up and report. 


1990: WHA43.20 WHO Action Programme on Essential Drug 
(operative para 5.3) requests Director-General to report to 55" 


WHA on the use of the Ethical Criteria. 


1992: WHA45.30 WHO ethical criteria for medicinal drug 
promotion — expresses concern about lack of progress and requests 


Director-General to approach CIOMS to organize a meeting on 
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subject in collaboration with WHO and to consider other 


approaches to improve implementation of EC. 


1994: WHA47.16 WHO ethical criteria for medicinal drug 
promotion — endorses the report of the CIOMS meeting (A47/7) and 
requests the Director-General to implement its recommendations 
with special attention to: — 
wide dissemination of EC educational materials on 
EC and methods to monitor implementation; 
monitor implementation of EC and collect information 
on voluntary, and international codes/guidelines; 
conduct studies/surveys of current promotional 
practices and analysis of effectiveness of EC; 
support Member States in strengthening drug 
regulatory capacity and mechanisms for drug 
labeling and promotion; 
disseminate national experience in drug promotion; 
alert Member State to important role of universities 


and assist in educational programme development; 


49 
periodically review EC in consultation with 


interested parties; 


and to report regularly on progress made and 
problems encountered by WHO and Member States as 
part of reporting on implementation of the Revised Drug 


Strategy. 


1996: WHA49.14 Revised drug strategy—in operative para 2.3 
requests the Director-General to develop a clear strategy for 
review and assessment of the effectiveness of the Ethical 


Criteria. 


1999: WHA 52.19 Revised drug strategy — requests the Director - 
General to adopt a comprehensive strategy to implement the 
WHO Ethical Criteria for Medicinal Drug Promotion and to 


continue to review its effectiveness with all interested parties. 


2007: WHA 60.16 Progress in the rational use of medicines- urge 


member states to enact new, or enforce existing, legislation to ban 
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inaccurate, misleading or unethical promotion of medicines, to 
monitor promotion of medicines, and to develop and implement 
programme that will provide independent, nonpromotional 


information about medicines. 


3. Related Surveys/Studies 


1961: Survey of legislation in 22 countries published in 


International Digest of Health Legislation, 1961, 12, 4-54. 


1968: Survey of legislation in 26 countries published in 


International Digest of Health Legislation, 1968, 19. 


1985: Medicine advertising, regulation and self — regulation in 
54 countries, published by International Advertising Association 
Inc (extracts presented as background paper for 1987 International 


Group of Experts on Ethical Criteria for Drug Promotion). 


5] 
1987: WHO survey on ethical criteria for drug promotion 
(DGO/ETHCDP/87.3) (background paper for 1987 International 


Group of Experts on Ethical Criteria for Drug Promotion). 


1990: WHO survey on the use of the Ethical Criteria by 
national drug regulatory authorities (summary report in 


A45/13). 


1992: Health Action International (HAI) pilot study (Harvey 
and Carandang) on the impact of the WHO Ethical Criteria 
(carried out because of very limited information and low 
response rate of DMP survey) and presented to the HAI 


interregional meeting, Geneva, 1992. 


1992: WHO survey: national approaches to statutory control of 
promotion of pharmaceutical products based on a questionnaire 
study (unpublished working paper for the CIOMS/WHO 


consultation on Ethical Criteria 1993). 
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1993: Update of the above HAI study (clarification and 
additional response) presented as a working paper to the 


CIOMS/WHO meeting on Ethical Criteria, Geneva, 1993. 


1995-1997: Multi-country (Australia, Indonesia, Lao PDR, Sri 
Lanka, Thailand, Viet Nam) participatory evaluation of the 
implementation of WHO's ethical criteria for medicinal drug 
promotion, coordinated by Chulalongkorn University Thailand, 
with support from La Trobe University, Australia, Karolinska 
Institute, Sweden and the WHO Action Programme on 
peer Drugs. A preliminary consolidated report was issued 
in September 1997 and presented to the WHO Roundtable on 


Ethical Criteria for Medicinal Drug Promotion, Geneva, 1997. 


1996-1997: Health Action International preliminary survey of 
Regulation of Drug Promotion in Latin America. A summary of 
the study findings was presented at the WHO Roundtable on 


Ethical Criteria for Drug Promotion, Geneva, 1997. 
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2003: Four reviews of database material were published on the 
web site: what attitudes do professional and lay people have to 
promotion?, what impact does pharmaceutical promotion have on 
attitudes and knowledge?, what impact does pharmaceutical 
promotion have on behaviour?, what interventions have been tried 


to counter promotional activities, and with what results? 


2004: A participatory evaluation (Australia, Indonesia, Lao PDR, 
Sri Lanka, Thailand, Viet Nam) of the implementation of 
WHO’s ethical criteria for medicinal drug promotion in 
multiple countries, phase II, coordinated by Chulalongkorn 
University Thailand, sponsored by Australia Agency for 


International Development. 
4. Meetings and Related Publications 
1985: Nairobi Conference on Rational use of drugs ( WHO 


published report (WHO,Geneva,1987) contains proposal to 


update 1968 ethical criteria). 
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1987: International Group of Experts on Ethical Criteria for 
Drug Promotion. (Report not published but was used as basis 
for the WHO Ethical Criteria for Medicinal Drug promotion, 
published 1988 in all WHO official languages (Arabic, 
Chinese, English, French, Spanish, Russian), and reprinted in 
English, French, Spanish and Russian in the WHO _ Action 
Programme on Essential Drugs’ Essential Drugs Monitor, 


1994). 


1993: CIOMS/WHO Consultation on WHO’s Ethical Criteria for 
Medicinal Drug Promotion (report not published separately but 
issued as DG’s report to 47° WHA (A47/7). A set of 
working papers representing views of different stakeholders 
was also prepared for the meeting. A background paper of 
the Action Programme on Essential Drugs offered a framework 
for action at different level and suggested activities, including 


monitoring. 


1997: Roundtable on WHO Ethical Criteria for Promotion of 


Medicinal Drugs. An informal meeting with representatives of 


se 


interested parties to provide input to the WHO Strategy for 
Review and Assessment of the Effectiveness of the WHO 
Ethical Criteria. A note for the record was issued covering 


the main findings of the meeting. 


2004: WHO and HAI have published the reviews as a report 
entitled Drug Promotion — what we know, what we have yet to 


learn. 
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